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INTRODUCTION 


BE! 


Ml  increasing  body  Ibf research  Eterature  has  shown  that  psychological  states  have  cilear  intact  on 

Women  with  breast  cancer.  Psychosocial  vaziables  such  as 


m 


copmg 


. !  •■  i 


I  '! 


i : 

!  i 


styles,  and  factors  related  to  social  support  appear  to  have  the  most 
promise  fbr  improving  quality  of  life  and  increasing  the  probabSity  of  prolonged  survival.  There 
also  is  a  smaUbodyjbf  evidence  indicating  that  women  with  breast  cancer  receiving  psychosocial 
interventions  may  dlerive  a  beneficial  effect  in  respect  to  improved  response  and  disease-tree  ‘ 
sdHdval  Psychological  distress  seems  to  be  particularly  acute  in  younger  women  with  breast 
cancer,  a  population  that  seems  paxticulaiiy  amenable  to  p  sychosocial  interventions.  jThis  is  due, 
y  piait,  to  the  fact  that  breast  icancer  tends  to  be  a  more  aggressive  disease  of  young  ages  and 
younger  women  have  more  concern  with  issues  related  to  body  image  and  major  disruptions  to 
typically  very  busy  fives.  j  ■ 

.!  i  : 

htifight  of  these  findings,  therje  is  an  important  need  for  the  development  of  cost-effective 
psychosocial  interventions  lor  women  with  breast  cancer.  A  successful  intervention  will  be  one 
fljjfl*  can  reduce  t-mrairimiaT  distress,  promote  effective  coping  with  diagnosis  and  treatment  for 
btehst  Gances,  and  lie  yseftl  and  adaptable  to  the  diverse  population  of  younger  womjen  with  i 
breast  cancer.  Th^  jcurrent  study  seeks  to  adapt  die  University  ofMassadmsetts  Medical  Center’s 
Sliress  Reduction  and  Relaxation  Program  (SR&KP)  for  younger  women  with  breast  Icancer. !  The 
SR&RP  is  a  well-eStablished  intervention  program  with  demonstrated  effectiveness  in  improving 
emotional  ststas  anti  quality  ofEfe  inindividuals  with  a  variety  of  serious  medical  problems.  The 
program  is  educationally  based.  Currently,  it  functions  m  inner  dry  health  dmics  with  diverse 


Onr  research1  addresses  aspects  of  two  of  the  fundamental  research  issues  in  psychosocial  effects 
ofbreast  cancer  andi  die  role  of  our  well-recognized  (but  hitherto  untested  in  this  population  !of 
pirients)  SR&RP  intervention  in  quality  ofEfe  and  status  of  hzmmne  parameters  that  riizy 
themselves  be  important  in  determining  disease  prognosis.  Specifically,  this  research  &  designed 
tot  1)  ^aTTtrnt-  tfae  psychosocial  impactofbreast  cancer;  and  2)  identify  techaiqqe^for  delivering 
cost-effective  care  to  fiaiitate  recovery,  improve  immunological  response,  and  improve  quality  of 
ffBi! 


Overall  Goal; 


The  primary  goal  of  this  proposal  is  to  test  the  efficacy  of  the  weE-estabEshed,  short-duration 

_ L _ ri  *  1  /CD&DTO  rn  run mort 


m;wom m 


uoider  65  years  old  with  newly  diagnosed  Stage  1  and  Stage  II  breast  cancer.  The  SR&RP 
intervention  aimsitoiinfinence  a  number  of  well-defined  psychosocial  factors  which  are  suggested 
by  a  growing  body  of  evidence  as  critically  important  for:  adjustment  to  a  potentially  life- 
threatening  diagnosis;  enhancement  of  quality  of  life*  and  potentially,  for  enhancement  of 
resistance  to  idiseasi  progression  and  survival  in  women  with  breast  cancer.  The  study  will 
consist  of  a  prospective  randomized  three-arm  design  with  60  women  enrolled  into  each  arm:  1) 


l 


:  ■  v 


i;  •  ■ 


:  i  1 ;  ? :  ■  j  •  i  ■  j  ;  ■  . 

; !  ie  SR&BP  intervena'in,  tailored  to  ibcus  on  issues  specific  to  this  population;  2)  a  »”j™™  |  ! 

I  ^cation  nrogtiro  fNFPt  winAwill  setue  as  an  aaflna  attention  control  yah  regard  to  fite  :  ■ 
i  tSSi  as  a  potendafiy  active  intenrentionwih  ^  to  pffict  on 

finmnne  paiameteis  (see  Specific  Aim  2);  and  3)  a  usual  care  control  group.  j 

|  Life  Ain,  MTo  teit  the  efibct  of  SRSBP  on  QuaBty  oftife  (QOL),  emotional 
j  SSoictTing  sttktegies  ank  tdated perceptual  and behavdoralfictors,  and 

I  unfit  mescal  recotnmendadons  in  womai  (tinder  65 years  ol^u^itneu^r  : 

i  Closed  Stage  I  an^breast  jcancer.  Beca»s.4eSRARPandOTPgro^s^ha*ean  , 

!'  IcmSh- intense  group  (session  component  and  the  NEP  group  wfil  receive  now  of  t^  ««”“}. 

!  i  Aments  of  the  SR2KP,  the]  test  between  the  two  group^SR&RP  and  Nn>wffl4tstmguu& 
j  |  lijetweea  the  effect  of  the  SR&BP  intervention  and  non-specific  group/therapist  fectors. 

l||;.  SR&RP  intervention  will  result  in.  improved  QOL  and  aflEty  to  ! 

i||:i  hope,  conroared  either  to  the  NEP  or  to  usual  care  alone. 

lliL  kaeondarv Hvootliegs: Ihej SR&RP mtetvention. will result m: a) improved perception ofjse^f 


!is  ijcoherence,  and  decreased  loneliness;  0)  a  couespoimms 

I:  anxiety  and  depression);  c)  increased  use  of  active-behavioral  and  active-cognitive  coping; 

j  strategies,  as  measured  by  die  Dealing  "with  Illness  Coping  Inventory;  and  d)  moeased  ; 

compHance  with  treatment  regimens  as  compared  to  usual  care  alone. 

ji  Arm  2:  To  test  the  relative  effect  of  the  SR&RP  versos  NEP  land  usual  care  ojn.  ttnsn3^ 

related  to  cytokines  that  activateNatunl  ^ 

I  levetethat  may  in  turn  affect  response  to  breast  cancer  (1).  Because  NK  acaray  maylbe  tdated 

I :  to  tecutre^C2)  uSLve  ptemoody  shown  that  hw-fat  diets  enhance  NK  actwrty 

|:  j™  nrefinimary  datdshat  mentation  may  afiect  melatonin levels  m  women,  we  are pattenla^ 

j]kn^5tedhxndatire}iiflifeieiicejsbetweenthetwoteagnH5S,SR&RPandNEP,coiigraredre 

i  usual  care  alone.  j.  ■  '  *  j:; 

!  f-  ittpedficHiodukRelalive  to  usual  are,  die  SR^hdenren^udghicmi  feem^ 
ill  iesponsrveness  of  Stage  I  and  B  breast  cancer  patients.  Thm  wifi  result  mmmer^m  the 
j!-  :  produedon  of  cyiokmes,  e.g^  huerienidns  2  and  4  (IL-2,4),  which  activate  NK  cedis,  as  , 

||;  iiinterferon  (IFN)  jy,  which  activates  macrophages.  | 

I  To  determine  if  the  study  effects  (described  m  Aims  1  and  2),  along  with  :j 

I' penance  Jf  the  ihterventim  practices,  persist  over  1-2  years  of  follow-up.  | 

!|i  \ ; Specific  HvoothksL Psychosocial  and  hmxnmologcal  changes ^ 

j  i  ],  and  related  to  ongoing  practice  of  the  SR&RP  and  NEP  dietary  practices,  self-r^ulatory 

|  j  strategies  and  behaviors.  ;  I 


i.  i:  ’ 
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|  i  WORK  ACCOMPLISHED 

jjj  ;  ;  ‘  j;  .  .  ,  •  |  | 

'  Jjif-  ~]t  s^ateraent  work  accomplished  for  the  overall  project  was  provided  as  part  ojf 

Dii  Hebert's  report.  Therefore  I  Will  focus  this  section  on  my  particular  role  and  tasks  as 
!  part  of  ;&e  project.  j. 

iijj  J!  j':  !  I  i  ; 

Task  One;  Run-in  phasel  Months  1-3 


s 


w®ekiy  meetings  during  the  first  approximately  6  months  of  the  study.  The 
ttte^tmgs  were  attended  ^t  various'  times  by  site  coordinators  from  the’ four  participating  sites, 
^^iPfrinkipal  Investigator,  Project ’.Coordinator,  and  other  investigators.  I  also  chaired  ‘or 
. .  subjcoraniittlees  involved  in:  1)  developing  screening  questions  and  baseline 

j  ^^Uoijnaires  to  bje  usied  in  recruiting  and  at  the  baseline  assessment;  ;2)  writing  the  script  • 

!  ^Pr  recruiting  videotape  and  being  involved  in  producing  the  videotape  which  was  then 
i  used: at  the  participating  Sites;  3)  writing  and  producing  other  recruitment  materials  such  as  j 
thpj  broehure  and  descriptions  of  the  individual  interventions  themselves;  4)  developing  the  I 
!  intervention  protocol  for; the  stress  reduction  intervention;  4)  developing  the  actual 
|  rejenhtnient  procedure  ^yith  specific  modifications  for  each  site. 

I  Hi t0  development  of  (the  stress  reduction  intervention  protocol:  decisions  were  ; 

|  maflp  about  integrating:  separate  sessions  composed  only  of  women  in  the  study  with  the  H 
1 1^1!^  sessions  provided  as  part  of  the  standard  stress  reduction  program  already  offered  at 
I  thejiUnifersity  of  Massachusetts  Medical  Center.  The  larger  sessions  are  composed  of  30-40: 
j  pimple  with  a  wide  variety  of  medical  or  psychiatric  problems,  not  just  breast  cancer;  The  ! 
j  stn:iller  sessions  are  composed  of  6-12  women,  all  of  whom  are  in  the  study.  The  decision 
!  wAi  made  to  have  die  smaller  groups  specific  for  women  in  the  study  occur  with  two  sessions 
^e  the  standard  stress  reduction  series  and  4  sessions  after  the  completion  of  the  redes.  ! 
purpose  of  these  sessions,  which  were  "wrapped  around"  the  standard  stress  reduction 
jram;  is  to  reinforce  the  practices  taught  in  the  program  and  give  the  women  a  chance  to: 
I  about  issues  specific  |to  breast  Icancer. 

j'ci  j  With  Jregard  to  the  recruitment  and  intervention  protocols:  development  of  the  protocol  ■  j 
ajscj!  included  researching,  the  effectiveness  of  recruitment  methods  used  in  other  studies 
swnjUaf  to  ours  and  contacting  an  investigator  from  a  major  study  who  iwas  able  to  provide  ; 
v3i w>l^j  information .  Al$o,  we  conducted  our  own  preliminary  focus  group  with  a  i 
iebnimurnty-based  blreast  cancer  support  group  in  order  to  gather  data  that  would  inform 
u  1  decisions  such  as  jtiming  of  recruitment,  and  timing  and  length  of  the  intervention 
I  conducted  the  focus  group 'with  another  investigator.  This  data  was  then  usediin 
j  deyeloping  the  recruitment  protocol  as  well  as  the  intervention  protocol. 

!  !  Ml!  :!i .  |  :  :  i  : 

j  peseaiched  and1  developed  the  procedure  for  collection  of  24  hour  urine  specimens  and 
ideliy^ry  of  the  specimens  to  the  laboratory  which  is  conducting  the  melatonin  assays  for  the1 ; 
jstkic  yi  Also,  I  oversaw  a  (trial  run  of  assays  which  was  conducted  by  the  laboratory  using 
samples  -from  a  preliminary  study  which  I  conducted  with  another  co-investigator.  This 
:incl  ijded  working  with  the  laboratory  technician  and  Project  Coordinator  to  ensure  that  the 


~  !i 
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r 
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4ssa^  procedure  wias  feasible  and  to  resolve  any  potential  problems  with  it. 


k  Two;  Recruitment .1  Months  4-21 ; 

.  TT; T" •  ]  J  ■  j  ’ 

I  I  ||#  ;‘j  j  j  j  ■  ,  .  I 

*1  S!f°^  311  investigation  ofitwo  of  the  participating  sites  to:  determine  the  bestlstrategf  : 

i^^pP°tent^al!  subjejjtS; could  be  identified  for  recruitment.  This  involved  identifying  all: 
^plpiinjcs  and  satellite  clinics  at  the  sites  where  women  with  breast  cancer  were  diagnosed,  > 
anc  'the Reporting  Systems  for  the  diagnosis.  Also,  I  worked  with  the  Project  Coordinator  who 
wa||  conducting  a  ^imilaij 'investigation  at  the  University  of  Massachusetts  Medical  Center 
1651111  tiiesr  investigations,  we  were  able  to  determine  hpw  to  facilitate  land 
:  dmize  our  recruitment  capability.  Lastly,  I  was  involved  in  meetings  with  the  PI  Dr. 

I  >ert> -‘pi®  Project  Coondiiiator,  and  other  investigators,  in  which  theldecision  was  made  to; 

[ebitaid  $e  age  eligibility!  to!  age  65  or  less. 

I  ■  j  j  j  Currently,  I  am  still  involvjed  in  facilitating  recruitment  by  maintaining  contact  with 

I  thplvaritjus  sites  and  investigating  jways  to  improve  the  recruitment  protocol. 


I  *!"!  ft' ^°f|  12-19-95»|  97  lybmen  havj»  been  enrolled  into  the  study.  This  represents  slightly 
j  mbre  than  50%  of  the  total  recruitment. 

I  ;  !:•  ■  .!•  :  i 


I 


it 


pjqrSonn^  involved  jin  thej; study.  These  meetings  will  be  ongoing  throughout  the  study.' 

I.  ;  i  :)  :;1  ‘  .  j  ;  ;  :  ; 

Tiask  Three:  Intervention:  months  6-27- 

•  iT'i  V;  •  !  !'  ! 
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the  first  intervention  cycle,  I  and  another  co-investigator  provided  the  6  "wrap- 
pr  booster  I  sessions  for  the  women  randomized  to  the  stress  reduction  intervention 
jj  Beginning  with  the  second  intervention  cycle,  I  began  providing  the  6  sessions  alone 
ijvilli  continue  to  do  sti  for  the  remaining  intervention  cycles.  These  6  sessions  occur 
jre  and  after  the  stancard  stress  reduction  program,  as  explained  above. 
j;j'  j! ;  I  :  ;  ’  ;• 

b;  j'ihroughout  the  entire  study,  I  have  been  attending  weekly  to  bi-weekly  meetings  with  the! 
stucjy  Hfand  Project  Coordinator  to  discuss  overall  study  issues,  including  design  issues, 
recruitment,  etc,  ■'  !  •: 

j  j  • 

I  am  preparing  a  manuscript  reporting  on  preliminary  data  related  to  the  study 
w¥j#  hopefully  will  be  published.  1 1  am  working  on  this  with  Dr.  Jane  Teas,  another  tetudy  • 
colipvestigator,  and  Dr;  Hebert,  thie  study  PI. 
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CONCLUSIONS 


|  ih  sommaxy,  progresiiia  the  first  year  of  this  grant  has  been  excellent  All  of  the  deliverables  febt 


i  were  promised’ have 
is  excellent  Govern 
jia^poicig  in  a  email 
^Draker.  la  some  ins 


sn  convicted  successfully,  recruitment  fignresareon  tracks  anjdretentioii 
:je  fertile  study  has  worked  very  weftwife  most  executive  derision  malting 
n^ggtoop  conssting  of  Drs.  Hebert  and  Mission  and  Ms.  §usan  ! 
tees  onrjdedsions  are  provisional  on  their  being  broadcast  to  investigators 


at  UMMC  and  other  sites  for  final  approval.  Day-to-day  operational  issues  have  been,  decided 


!  mainly  in  the  she  coo 


is  chaired  by  the  Project 


Coonfeatoi/UMAS$  Site  Coordinator,  Ms.  SnsanDisket  Because  Susan Drakerisia  member 


I  foursites  have  beta  extraordinarily  smooth  and  efficient  The  overall  Steering  Cotnmhtee  . ; 

;  'Meeting  has  occaire&tvvice  in  the  first  year.  Occ^onaHy,  an  executive  dedsignbasoonK  out  of 

;  |  invwjTgatnrg  at  tte^er  sites  W  to  rekindle  enthusiasm  m  tiie  sfaxdy.  Ahhou^i  there  was  no  • 
i;  place  to  mention  this  iabove,  it  should  be  noted  that  the  enthusiasm  level  fbr  study  andjfee 
jjdedicatioa  about  which  people  fed  regarding  their  own  involvement  and  involvement  in  their ! 
[patients  has  never  been  higher  in  any  study  with -which  I  have  been  involved.  !.j 


i  i  One;  of  our  major  concerns  in  designing  this  study  concerned  issues  around  die  asynurjefty  of i 
1 1  intervention  conditions  where  binding  is  not  possible,  hi  the  years  of  meetings  before  we  formally 
liproposed  tins  study,  ^ispent  more  time  on  this  issue  than  anything  else.  Our  concent  was  thk 
I  an  obvious  imbalancejbetweea  the  intervention  conditions  would  either  lead  to  a  low  ippruTtmeat 
jrmeior  there  would  be  l^efi^aitid  dropout  after  women  were  randomized.  With40%of 
i  -total  teenrifanent  currently  completed  and  having  begun  the  second  round  of  interventions,  we:  can 
iieonfulaxtfy  say  thattiiis  has  nodbeen  a  problem.  Currently,  we  are  working  on  a  manuscript  that 
i  fcgnes  arOTfld  interventions  that  cannot  be  bfindeft-  We  fed  that  the 

:  experience  of  the  BRIDGES  Study  provides  practical  lessons  in  how  to  deal  wife  this  ubiquitous, 

;  very  obvious,  and  Horn  attended  to  problem. 

I  [Weihope  that  fee  extraordinary  successes  of  the  first  year  of  fee  BRIDGES  Stn(fy*wifi  continue  : 
:-ifor  the  remaining  threte  years,  ij  appreciate  fee  opportunity  to convey  the  excellent  progress  feat 


j  we  Have  had  todate. 


I 


